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CHAPTER I 
THE DRUGS DIRECTORATE 
Director General: Dr. E, Somers 


The Drugs Directorate is one of seven directorates that make up 
the Health Protection Branch of Health and Welfare Canada. The 
other directorates are Food, Environmental Health, the Laboratory 
Centre for” Disease Control, Field’ Operations, Central Servicee, 
and the Federal Centre for AIDS. 


ee ROLE 


The role of the Drugs Directorate is to protect and improve public 
health by assessing and managing the risks and benefits associated 
With ‘Che “availability “and “use “of “drugs “and “cosmetics. The 
Directorate’s major result areas include: 


‘ Safe and effective drugs 

= Timely evaluation of drug products 

i Safe cosmetics 

id Rational use of psychoactive substances 

x ErLTeCctive  tiplenenr tak 120i “Ot. “bile. eo pro wis oils ecu: 


international drug treaties 


- International harmonization of regulatory activities 

s Recognized leadership in scientific research and drug 
regulation 

* Promotion of pharmaceutical research and development of 


drugs for critical diseases 


x Well-informed public as to the risks and benefits of drug 
use 
* Efficient and effectively managed scientific organization 
ae LEGISLATIVE MANDATE 


The Directorate derives its legislative authority from a range of 
federal statutes, including: 


* The Department of National Health and Welfare Act, which 
establishes the Department and enshrines ce 
responsibility “for health matters under federal 
jurisdiction 
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‘ The Food and Drugs Act and Regulations, which control the 
manufacture, <distrubution eands sale Obmal la drugceeanua 
cosmetics 

x The Proceeds of Crime Act, under which Health and Welfare 


Canada has responsibility for the disposition of forfeited 
drug-related assets 


is The Narcotic Control Act and Regulations, which further 
control the distribution andesale of narcotic drugs 


“ The Broadcasting Act and Regulations, which authorize the 
Department to review scripts for radio and television 
advertisements of drugs prior to broadcast 


a The Consumer Packaging and Labelling Act and Regulations, 
which assign joint, responsibility "for. cocmell ex produgiccero 
Health and Welfare Canada and the Department of Consumer 
and Corporate Affairs, with Health and Welfare retaining 
authority over labelling, and the resolution of complaints 
over labelling infractions or misleading product claims. 


The Drugs Directorate also operates under the authority of the 
Financial Administration, Access to Informatiom, and Privacy Acts. 


IES ORGANIZATION 


The Directorate has an establishment of 546 employees, comprised 
of _SCientists, physicians, | mhermacicts- technicians and 
administrative support, and has an annual budget of nearly $50 
my Lone 


The Directorate comprises seven Bureaux and two service divisions, 
ine luding: 


x The Bureau of Biologics, responsible for all regulatory 
activities: \anvelving mw biological, “drugs, such as. the 
evaluation of new drug submissions, lot release 


procedures, plant inspections and authorization for sale 
of drugs for emergency treatment 


- The Bureau of Dangerous Drugs, responsible 9 for” Vall 
legislative “and Yvegulatory activities: \irelated. sto 
Narcocics,. © convrolled. gand) Ttestricrea @Gruge =including 
licences, research AUER ORIGZ a cy Ons LA Spec-t aon, 


disposition of seized drugs and assets, and monitoring of 
distribution and use 


- The Bureau of Drug Research, responsible for the provision 
of scientific, evaluation, computer, Statistical. sand 
laboratory research support to Directorate programs 
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The Bureau of Human Prescription Drugs, responsible for 
evaluation of premarket submissions, emergency drug 
authorizations and health hazard evaluations for potential 
recall purposes of prescribed drugs, with the exception of 
biologicals and veterinary drugs 


% The Bureau of Nonprescription Drugs, responsible for all 
program aspects. relating ..o. nonprescription. buman drugs 
and cosmetics 


cs The Bureau of Pharmaceutical Surveillance, responsible for 
policies and regulations respecting good manufacturing 
practices for drug manufacturers and importers; evaluation 
ot LUPO reg rUceans Ubiijse 0 Se issuance:..of Drug 
Identification Numbers (DINs), evaluation of New Drug 
Submissions containing comparative bioavailability data, 
conducting pharmaceutical market research; administration 
of bilateral agreements for exchange of information on 
plant inspections; and providing a centralized Directorate 
coordination, for the routing: ,of. drug. submissions: jand 
receipt of adverse drug reaction reports 


* The Bureau of Veterinary Drugs, responsible for all 
activities related. to drugs for usc.inwanimals 


ra The Drug Regulatory Affairs Division, responsible for the 
development, COOrdi na tons wand Interpretation oF 
regulations associated with “drugs. and. cosmetics,, and 


application of ‘the Access to Information, and Privacy Acts 
in, the,Directorate 


> The Management and Program Services Division, responsible 


for the provision of management and program support within 
the Drugs Directorate. 


nee: ACTIVITIES 


KEY AREAS 


The Bureaux share responsibility for executing the Directorate’s 
mandate in over a dozen key areas. 


Pre-Market Evaluation of New Drugs 


The Directorate is responsible for evaluating new drugs prior to 
sale in Canada. Approval procedures may include an 
Investigational New Drug Submission, a New Drug Submission, and 
Supplemental New Drug Submissions, where necessary. 
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Before conducting a Clinical trial ot a new “diug im Canadayees 
manufacturer must file an Investigational New Drug Submission, in 
order to demonstrate scientific merit and establish that the trial 
will be@=reasonably sate. The sponsor must provide: 


* A description of the objectives of tthe: proposed wEral 
* A detailed test protocol 
x Sufficient manuLacturing, and equality saconcroley dat tasmeco 


document the drug substance and dosage forms for purposes 
Of LNeCme lt nical titan 


bs Results of ~ pharmacologic and toxicologic “studies. an 
animals and, if necessary, in vitro 


s Any previous human or animal experience with the drug. 


In order to market a new drug in Canada, "a manufacturer “must 
prepare a New Drug Submission, containing evidence that the 
product will be safe and effective when used as recommended. In 
addition to the information required in an Investigational New 
Drug Submission, the sponsor must provide detailed reports on 
clinical experience with the new drug, along with appropriate 
additional  manutactuning, sand chemicals sdaca. The appropriate 
Bureaux within the Directorate evaluate New Drug Submissions to 
ensure product safety, quality and effectiveness, and recommend 
issuance or refusal of a Notice of Compliance. 


To modity  2ts methods. of preduction, specvircations ~— .cUualpey 
control procedures, pharmaceutical form, sources of material, 
labelling, recommended dosage or conditions of use (including new 
indications), a manufacturer must file supporting documentation in 
a Supplemental New Drug Submission. Sale of the modified new drug 
must await Directorate review and issuance of a modified Notice of 
Compliance. 


Post-Marketing Surveillance 


The Directorate evaluates stability data on new drugs after they 


have entered the market. Bureaux also conduct periodic reviews of 
established “products: based on changes in usage and the 
availability, of less toxic Stor) more> erlective. — drugs sand 
investigate reports of possible adverse drug reactions. AS a 
result of post-marketing surveillance, the Directorate may 
restrict usage, require reformulation or “changes: “in ~“drug 


scheduling, mandate new warnings or precautions, or prohibit 
further sale of a drug. : 
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Research 


The Directorate recommends and supports research projects to be 
carried out within its own laboratories’. Review staff work with 
researchers to identify problem areas, provide background 
information ‘on medical, scientific or technical concerns, “define 
project scope; set priorittics, interpret 7and* “discuss  anterim 
results, suggest alternate approaches, evaluate results, and 
resolve problems. Original” articles’ -are= published” an” the 
scientific literature. Bureaux staff take part in joint studies 
within the Directorate, evaluate drug research projects submitted 
by non-government centres for federal funding, and review 
Scaentificrarticles*pricr voVpublacatrvone 


Establishment of Drug Quality Standards 


The Directorate’s Drug Standards Committee plays a leading role in 
the establishment of policies on national drug quality standards. 
All Bureaux take part in this process, as does the Drug Regulatory 
BRifarrs Division. 


Analytical Monitoring 


Different sections of the Directorate work to ensure timely 
evaluation of drug substances and dosage forms. Samples are 
forwarded on a regular basis, to determine purity and compliance 
with established standards. 


Establishment of Control Regulations 


Where gaps or deficiencies are identified within prevailing 
pharmaceutical and narcotic control jurisdictions, the Directorate 
develops new regulations under the Food and Drugs Act and other 
pertinent legislation. Bureaux are involved in ongoing 
identification of deficiencies and review and streamlining of 
regulations, based on consultation with licencing authorities, 
industry, and other affected parties. 


Inspections 


The Bureau of Biologics conducts plant inspections of licenced 
pharmaceutical manufacturers within its area of jurisdiction. The 
Bureau of Dangerous” Drugs “carries out “audits of all” Iacenced 
dealers, pharmacies and hospitals. 
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Review of Drug Labelling. 


As part of the pre-market evaluation of all drugs, Bureaux review 
labelling material for compliance with regulatory requirements. 
This review includes the package insert and prescribing 
information. For human prescription and nonprescription drugs, 
Bureaux also review product monographs for basic pharmacological 
and toxicological data, as well as essential information on 
indications and clinical use, any warnings, | preeautions jor 
contraindications, adverse reactions, symptoms of overdose, 
recommended dosage and administration, availability, and consumer 
information required for proper use of new drugs. The Directorate 
also reviews deficiencies in existing drug labelling and ensures 
that corrective action is taken. 


Control of Drug Advertising 


Prescription drug advertising directed to the general public is 
only permitted to dist the name of the product, itseprice, sand, les 
quantaty. For advertising aimed at the health professions, the 
Directorate acts as an advisor to the Pharmaceutical Advertising 
Advisory Board, a multidisciplinary, non-government body that 
screens advertisements voluntarily submi tied by adrug 
manufacturers. The Drugs Directorate: takes. action. Co snrestrics& 
unacceptable advertisements where necessary. 


Advertising of nonprescription (OTC) drugs directed to the general 
public is permitted as specified in the Food and Drugs Act and 
Regulations, and as outlined in associated guides and circulars. 
Advertising for radio and television requires clearance by the 
Drugs: Directorate prior to broadcast. Although preclearance is 
not required for print advertising, manufacturers are expected to 
ensure that all material meets the regulatory provisions for drug 
advertising. Compliance with this requirement is monitored by the 
Bureau of Nonprescription Drugs. 


Restrictions on Drug Availability 


The availability of drugs is based on safety and effectiveness. 
Individual Bureaux evaluate all New Drug Submissions for new 
chemical entities to determine the appropriate level of control, 
and make recommendations to the Directorate’s Subcommittee on 


PeEesCulpcel On, sDrug eocatuce Bureaux also evaluate selected drug 
products that are already on the market, and recommend appropriate 
additions or deletions to the prescription, controlled and 


narcotic drug schedules. 
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Management of Emergency Drug Release 


The Directorate may exempt a manufacturer from the restrictions of 
the New Drug Regulations, to permit emergency release of new drugs 
to practitioners for a particular patient when available products 
are inadequate or unacceptable. TDS provision appiies to drugs 
that have not received clearance in Canada for marketing. Since 
emergency drug release involves superceding controls over the sale 
of new pharmaceutical products, the practitioner must justify the 
need for the drug and provide information to manufacturers and the 
Directorate on the results of its use, including any adverse 
reactions. Whenever possible, drugs released on an emergency 
basis are converted to formal Investigational New Drug (IND) 
Status, co bring more stringent provisions of. the Food and. Drug 
Regulations into effect. 


Veterinary Drug Residues in Food 


The Bureaux of Veterinary Drugs and Drug Research are responsible 
for identifying and monitoring any drug residues in food that 
might pose a hazard to human health, and for maintaining contact 
with Agriculture Canada with respect to medications that might be 
added to animal feeds. 


Regulation of Narcotic, Controlled and Restricted Drugs 


The Bureau of Dangerous Drugs administers provisions of the 
Narcotic Control and” ='ood and” "Pruqs “Acts regqulating». ene 
Gaistributiom and usesoL narcorice, —control ted and; restricted drugs. 
Its mandate is to limit the distribution and use of psychoactive 
substances exclusively to medical and scientific purposes, in 
compliance with international and domestic requirements. 


Enforcement of Regulations Controlling the Manufacture of 
Cosmetics 


The Directorate monitors the distribution and sale of cosmetics in 
Canada, to prevent any potential hazards to human health. 


PROJECT AREAS 


The Drugs Directorate has instituted a Project Management System 
which will provide a framework for planning, monitoring and 
evaluation of all ie activities. ~The system provides, a planning 
framework for up to five years, and includes procedures related to 
operational planning, implementation of approved projects, and 


monitoring, control and assessment of results. To complement the 
system, the Directorate has grouped its work into project areas 
(1989-90 grouping listed on pages 8 and 9). The project areas 
represent major areas of Directorate work which are significant at 
the Branch and Directorate management levels. These project areas 


will be the basis for Directorate long-term and operational plans. 
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x Premarket evaluation of nonprescription drugs 

4 Evaluation of marketed reso eon drugs 

% Cosmetics 

is Evaluation of Schedule D drugs 

in Schedule D compliance activities 

. Quality control testing program for Schedule D drugs 

& Premarket review of veterinary drugs 

* Post-market review of veterinary drugs 

x Evaluation of human prescription new drug submissions 

5 Evaluation of human prescription supplementary new drug 


submissions 


. Evaluation of human prescription investigational new drug 
submissions 

" Human prescription emergency drugs 

zs Post-market surveillance of human prescription drugs 

= Field compliance for narcotic, controlled and restricted 


(NCR) drugs 


x Narcotic and controlled drug utilization review 

2 Assistance to drug enforcement and control 

NCR abuse registry and statistical service 

3 DEUG Spectroscopy 

is Drugs subject to abuse 

* Drugs Of nacural origin 

. Drug toxicology 

os Biopharmaceutic and clinical pharmacokinetic research 
~ Drug purity methods and standards 

in Veterinary drug residues sas oamen 


x Biopharmaceutics evaluation 
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: Good manufacturing practices 

: Pharmaceutical post-marketing surveillance 
ad Drug submission control and appraisal 

. Biostatistics and epidemiology services 

x Computer support services 

me Regulatory processes 


FEDERAL-PROVINCIAL INVOLVEMENT 


As the leading federal agency responsible for drug evaluation and 
monitoring, the Directorate funds and provides the secretariat for 
the Federal-Provincial Subcommittee on Pharmaceutical Policy 
Issues, which was established in 1987 by the Conference of Deputy 
Ministers of Health to provide advice and propose strategies on 
matters related to pharmaceutical policy. The Subcommittee has 
identified a number of key issues for discussion and action, 
including the development of nationally accepted bioequivalence 
standards, assessment of the costs and benefits of new drugs, 
eoordination of provincial wdruG advisory committees, coordination 
Ob Grud UCioiIzZat On OLrrortece AcrOccustne, COUNLEY.— COOrGl Nal vonmoe 
formulary cycles, harmonization of drug schedules, monitoring of 
drug and treatment advertising, and determination of payment 
protocols for new drugs, in consultation with private insurers and 
puptic plans. 


The Subcommittee reports to Deputy Ministers of Health through the 
Advisory Committee on Institutional and Medical Services. 


The Drugs Directorate also provides the secretariat for the QUAD/ 
Provinces and QUAD/Industry Liaison Committees. The committees 
were established in April 1976 to maintain links between the Drug 
Quality Assessment (QUAD) Program of the Health Protection Branch 
and the agencies it serves, and provide a forum for discussion of 
scientific and technical issues related to drug quality. Both 
committees are chaired by the Director of the Bureau of 
Pharmaceutical Surveillance. 


Finally, the Directorate holds annual meetings with the provincial 
licencing bodies in medicine and pharmacy, to review the impact of 
Directorate programs and foster cooperation between the health 
professions and the Directorate in drug matters. 
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DOMESTIC CONSULTATION AND LIAISON 


In addition to its links with provincial agencies,-the Directorate 
maintains extensive contact with law enforcement agencies at all 
levels, and with a variety of national organizations and 
associations, such as the Pharmaceutical Manufacturers Association 
of Canada, the Nonprescription Drug Manufacturers Association of 
Canada, the Canadian Drug Manufacturers Association, the Canadian 
Cosmetic, Toiletry and Fragrance Association, the Canadian Medical 
Association, the Canadian Pharmaceutical Association, the Canadian 
Paediatric Society, and the Canadian Animal Health Institute. 
Members of the Directorate also participate in the work of many 
advisory boards and committees, including the Pharmaceutical 
Advertising Advisory Board, the Compendium of Pharmaceuticals and 
Specialties Editorial Board, the Canadian Standards Association 
Committee on Child-Resistant Packaging, the Canadian Government 
Standards Board Committee on Soaps and Detergents, the Testing 
Advisory Committee of the Consumers Association of Canada, Medical 
Research Council Grants Committees, and the National Advisory 
Committee on Immunization. 


EXPERT ADVISORY COMMITTEES 


The Directorate convenes a number of expert advisory committees on 
an as-needed basis, to obtain the assistance of individuals who 
possess specialized knowledge and judgement in key technical, 
scientific and medical fields, and to supplement in-house 
expertise on a variety of technical and policy issues. Committees’ 
reports are published by the Health Protectiom Branch in they form 
of Information Letters or Reports. The Drugs Directorate serves 
as secretariat for: 


* The Expert Advisory Committee on Amino Acids, established 
in 1986 

3 The Expert Advisory Committee on Dermatology, established 
tne 962 

* The Expert Advisory Committee on Nonprescription Cough and 


Cold Remedies, established in 1985 


x The Special Advisory Committee on Reproductive Physiology, 


established in January 1975, and has issued reports on 
Oral contraceptives, Depo-Provera, DES, suppression of 


lactation and reports on other specific drugs 


A The Expert Advisory Committee on Drug Bioavailability, 
established in 1974 
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- The Expert Advisory Committee on Good Manufacturing 
Practices for Drugs, established in November 1979 


a The Expert Advisory Committee on Psychotropic Drugs, 
established in 1981, which published recommendations on 
methylphenidate in February 1984, on the short and 
intermediate “accang barbrturaces -in April’ 1965, and” on 
amphetamine congeners in February 1987 


si The Expert Advisory Committee on the Use of Drugs in the 
Treatment of Abuse and Dependence to Narcotic and 
Controlled Drugs, established in 1988 


ss The Expert Advisory Committee on Professional Development, 
established in 1988. 


INTERNATIONAL ACTIVITIES 


Drugs Directorate also plays an important role in leading 
international health agencies, including the World Health 
Organization,’ “che” “Pan “Amer zcan™ Health “Organization, the 
International Agency for Research in Cancer, and various United 
Nations organizations, including the Commission on Narcotic Drugs 
and the International Narcotic Control Board. Members of the 
Directorate serve as technical advisors to the United States 
Pharmacopoeia (USP) Committee on Revision, which develops new drug 
standards and test methods, and to the Codex Alimentarius 
Commission, the Committee on Residues of Veterinary Drugs in 
Foods, and the Canada/United States Working Group on Method 
Validation. Staff also maintain formal and informal links with 
regulatory bodies in other nations, ‘especially the’ United States, 
Great Britain, Australia and Sweden. 
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CHAPTER II 


OFFICE OF THE DIRECTOR GENERAL 


Director General 
E. . Somers, M2SC cer SPN De pe Dino Cie seb iC lO a bah ao Coe Ul lo 


The Office of the Director General consists of the Professional 
Development Coordinator, and the Senior Consultant (Pharmacy). 


Professicnal Development Coordinator 
Ke Sie Kha ek 


The Professional Development Coordinator provides advisory and 
coordinating services with respect to the professional training 
and development of Drugs Directorate personnel, and advises 
management of the Directorate in the areas of organizational 
development. 


Senior Consultant (Pharmacy) 
No Donaldson, BS.) Reece 


The Senior Consultant (Pharmacy) serves as principal liaison 
between the Directorate and the health professions and provincial 
governments. In additiom, | Chery Consultant sis responsable 107 
fostering cooperative efforts between the Directorate and other 
organizations, such as the Pan American Health Organization and 
the National ‘Task Force jon Drugs and the Elderly, and for 
providing advisory and consultative services to the Directorate on 
policies affecting the profession of pharmacy. He also serves as 
secretary to the Advisory Committee on Professional Development 
and Pharmaceutical Research and the annual meeting between Health 
Protection Branch and the Registrars of Pharmacy and Medicine, and 
the Subcommittee on Pharmaceutical Policy Issues. 
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CHAPTER III 
BUREAU OF BIOLOGICS 
Director: J. Furesz, M.D. 


The Bureau of Biologics is responsible for the regulation of 
biological edrugs, au category that. generally. includes 
pharmaceuticals prepared from animal or human tissues. or 
excretions or from micro-organisms. The manufacture of these 
drugs is complex, due to chemical impurities in the source 
material. Expensive and time-consuming quality control tests must 
be conducted on each lot prior to release. The Bureau has a 
distinguished history with regard to the control of vaccines and 
related: drugs, ,and, its) woles-1s:revolving, with the introduction of 
biotechnology, discoveries in immunology, and advances in clinical 
medicine. 


The Bureau’s responsibilities include: 


* Annual review of manufacturers’ licence applications under 
Schedule D of the Food and Drugs Act 


- Review of investigational, supplemental and new drug 
submissions 
x Authorization for sale conga) Jot—by-Jot bas?s “ofa baoiogical 


drugs, based on samples submitted by the manufacturers 
* Inspection of manufacturing: plants 


« Laboratory testing of biological drugs, as well as limited 
clanicalmtesting 


* Research and development of improved laboratory testing 
procedures 

ig Authorization of emergency release of biological drugs 

* Provision of expert advice to manufacturers and other 
regulatory jagencies,, including, participation in. Joint 


studies to address specific problems with production or 
quality rcontrol 


. Participaraony astro miamHo **collaborating Centre) anesthe 
preparation and laboratory testing of international 
standards:and scertaticatdwon of various, bacterial-and. viral 
vaccines prepared by Canadian and foreign manufacturers 
for use in the WHO Expanded Immunization Program. 


PAGE 14 


Organization 


The Bureau consists of three divisions, each responsible for a 
distinct group of products, as well as two management support 
bee elgecy 


* The Bacterial Products: Division, in addition to “vequlacing 
bacterial vaccines, toxoids’ dnd Stoxins) sic responstbtlem nor 
administering regulations concerned with insulin and certain 
other hormones, some enzymes, allergenic extracts used in 
diagnosis and treatment of allergic disease, and sensitivity 
discs used in determining sensitivaty of “pathogensy tre 
antl DLOtAes:. 


* The Blood Products Division regulates blood derivatives and 
human plasma collected by plasmapheresis, monoclonal antibody 
products, ‘drugs produced using “recombinane ~technoloegy,>and 
hepatitis vaccines from plasma and recombinant sources. The 
Division has been working with the Canadian Red Cross Blood 
Transfusion Service to develop plans for the regulation of the 
entire blood collection™ program, Blood will be added to 
Schedule D of the Food and Drugs Act in the near future, so 
that whole blood as well as homologous or autologous blood 
collection centres will have to be licenced. 


* The Viral Products Division administers regulations concerned 
with inactivated and live viruS vaccines, interferons, 
immunomodulators, and cytokines. 


* The Office of the Assistant Director conspsts of the Assistane 


Director and a Regulatory Advisor. This unit develops the 
Bureau's management plan in consultation with the Director and 
Division Chiefs, to ensure achievement of goals. Lt? oS 


responsible for issuance of Canadian licences, and emergency 
drug releases; organization of the new product control program 
for Schedule D drugs; and provision of expert advice on 
biological policies sand. programs lo” seniorjvolLmicers sict the 
Bureau, Directorate and Branch, as well as other government 
agencies in “Canada “and ‘abroad; “research  Jinstatutions, 
universities, Canadian and foreign manufacturers, and 
professional associations. 


* The Administrative Officer undertakes a range of personnel, 
financial and general administrative planning and control 
activities in support of Bureau activities. These encompass 
such areas as staffing, staff relations, classification, safety 
and “health, “financial ‘budgeting: cand tcontrel_aimaterte! “and 
facilities management and control, publications management and 
security. 


At the international level, the Bureau provides expert advice to 
the World Health Organization on the international regulatory 
requirements for biologicals, with the Director serving on the WHO 
Expert Committee on Biological Standardization. The Bureau also 
provides expert advice to the Pan American Health Organization. 
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CHAPTER IV 
BUREAU OF DANGEROUS DRUGS 


Director: JU.G. LeCavalier, B.A. B.Sc. (Pharm) 


The Bureau of Dangerous Drugs administers the Narcotic Control Act 
and: “Parts “1tl and @iVeor ‘the’ Food?and Drugs» Act,” as=“well” ad 
Regulations under both Acts, to control the distribution and use 
Or “Narcotic; (controlled Mand westircted "drugs Lor “che "purpose OF 
preventing their diversion to non-medical or non-scientific uses. 
Such control is carefully balanced against the need for continued 
availability of these drugs for legitimate medical and scientific 
purposes. The Bureau coordinates its activities with provincial 
La Cene ang authorities of? Shea leh’ sdiscip lines? and with law 
enforcement agencies at the national, provincial and municipal 
levels. 


At the international level, the Bureau administers programs to 
meet Canada’s obligations under the 1961 Single Convention on 
Narcotic Drugs and the 197) Convention on Psychotropic Substances. 
This involves working with other national drug control agencies 
and United Nations organizations to monitor the international 
movement of psychoactive drugs. 


Specifically, the Bureau is responsible for: 


“ Developing policies, programs and guidelines to prevent 
diversion of psychoactive drugs 


= Monitoring “the@ampore, “export, *manufacture,: ‘distribution, 
prescribing and other uses of psychoactive drugs 


* Enforcing compliance with applicable regulations 


- Providing a focal point for the development of pertinent 
legislative policy proposals at the federal level 


x Providing administrative support to law enforcement 
agencies 

* Publishing annual statistics on drug-related activities 

* Monitoring and disposing of seized drugs and assets 

* Issuing auvrnorizatizon = to possess” and/or -admintseter 


psychoactive drugs 
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Organization 


The Bureau consists of five divisions and four staff positions 
reporting to the Darecror: 


* 


The Domestie Control Division; monitors «transact ronssundertaren 
by licenced dealers, prescriptions issued by practitioners, and 
methadone treatment of drug-dependent persons. Inappropriate 
prescribing is investigated and corrective measures are 
implemented, ranging from the issuance of reprimands to 
recommendations for the withdrawal of prescribing privileges 
and/or referral’ to provincial licencing authorities. Adviucerius 
also provided to practitioners, to prevent diversion and misuse 
of psychoactive drugs’. Purchases made by health practitioners 
are also reviewed to determine at the earliest time those 
practitioners who may have had a personal drug problem. 
Multiple doctoring -violations sare identified jand) referredy eo 
the Royal Canadian Mounted Police for investigation and 
prosecution. Authorizations for the use of methadone in the 
management of opioid dependence or analgesia are issued, upon 
satistactory, review, .of, practltwonertce pro cocousc and 
consultation with the appropriate licencing authority. 


The Information Services Division receives drug offence case 
Summaries from police forces across Canada and diversion 
reports from other divisions, provides EDP systems maintenance 
and data processing (services to other divisions,” ~fulriiis 
internal and external requests for information, and produces an 
annual statistical report on drug-related activities. 


The Inspection Services Division, with regional offices in 
St. John’s, Montreal, Toronto, Winnipeg and Vancouver, performs 


on-site inspections, investigations, audits and liaison with 
respect to the distribution and use of narcotic, controlled and 
restricted drugs by persons authorized under the Regulations. 
Compliance measures ranging from advice and recommendations 
regarding. corrective action to recommendations (von rie 
withdrawal of privileges of pharmacists to purchase narcotic 
and/or controlled ydrugs: sare, ,adeptedimuacy Pappropriate. 
Investigations undertaken relate to the problems of drug abuse 
by health professionals, the identification of excessive or 
unusual prescribing and diversion involving ‘narcotic and 
controlled drugs through theft, pilferage, prescription forgery 
and» Fmulteiple “doctoring: Liaison is, maintained with law 
enforcement agencies and provincial licencing authorities for 
health professions for purposes of information sharing, problem 
identification, joint investigative activities and referral of 
Cases: .10r prosecution» or , furthers anvestigqationes (multiple 
doctoring, presctription trafficking) ,vonpsadminustrative action 
(personal drug use, professional misconduct). 


PAGE 17 


"The International Control - and licencing Division issues 
licences to pharmaceutical firms, import and export permits, 


and authorizations for scientific research. It also disposes 
of all offence-related drugs, assets and equipment seized under 
federal statute, as well as drug-related assets forfeited by 
the courts under federal legislation on the proceeds of crime. 
Liaison is maintained with law enforcement agencies, as well as 
federal prosecutors avd -COMEraACrtOorg “response Lole = Lor 
administering seized property. As well, the Division 
administers international import/export authorizations governed 
by United Nations drug treaties. 


* The Administration Division collects fines and forfeited 
recognizances, and administers payment of expenses incurred in 


relation to federally prosecuted drug offences. EC also 
undertakes a range of personnel, financial and general 
AGMITILSEracrve “planninomrancy "CONCrOl acer nvI tice | iin Support on 
Bureau activities. These encompass such areas as staffing, 
staff relations, classification, safety and health, financial 
budgeting and” controly* materze! = management and control; 


publications management, facilities management and security. 


The statutory responsibilities of the Director include revocation 


of licences and issuance of notifications. PrageLtioners ond 
pharmacists subject to notice are prevented from purchasing or 
prescribing narcotic “or controlled drugs: The Senior Policy 


Advisor coordinates the development and maintenance of supply 
policy for psychoactive substances, and oversees the revision of 
pertinent regulations. The Program and Policy “Advisor (Medical 
Officer) provides advice to the Director on the medical aspects of 
NOLLETeat ron. The Information Systems Coordinator is responsible 
for developing and implementing an integrated information strategy 
within the Bureau. The Special Projects Officer provides 
secretariat services to ad hoc expert committees established to 
advise the Bureau, the Directorate, or the Branch as a whole on 
the use of psychoactive substances. 
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CHAPTER V 
BUREAU OF DRUG RESEARCH 
Director: .K. Bailey,, MeAce D.Phil.) 22Gb .G. 


The ability of the Drugs Directorate to make informed and timely 
decisions on drug safety, effectiveness and quality, on potential 
hazards from contaminants in cosmetics, and on drug residues in 
food, has always been based on a strong research component. With 
the growing complexity and sophistication of the science behind 
newly available products, and the deepening linkages among 
Scientific disciplines, the in-house technical (capaciterecmeor 
scientific regulatory agencies have become increasingly important. 
In-house activity is also supplemented through contracts with 
Canadian researchers, mainly in universities. 


The Bureau of Drug Research is responsible for meeting other 
Bureaux’ requirements for scientific information. It also 
supports the monitoring of drug products carrred out by Healthy and 
Welfare Canada’s Field Operations Directorate, through the 
provision, of up-to-date: scientiticy sdata guand seana twee a: 
methodology, distributes informatvon | tom provineia ls sacaltn 
departments in association with the Bureau of Pharmaceutical 
Surveillance and provides analytical support to police forces 
under the authority of the Food and Drugs Act and the Narcotic 
Control Act. 


The Bureau analyses unidentified drug samples submitted by 
individual practitioners, as well as drugs and natural products 
implicated in adverse human reactions, establishes reference 
standards for restricted drugs and some narcotics, determines 
analytical procedures and improved methodology to support 
specifications for new drugs, develops unequivocal methodology for 
analysis of illicit drugs, and studies the pharmacologic effects, 
COxIcity and carcinogenicity of drugs and cosmetics. 


Organization 
The Bureau consists of three laboratory research divisions, one 
Biostatistics and Epidemiology Division, and an administration 


unit. The Branch Biotechnology Officer reports to the Director of 
the Bureau. 


* The Drug EPACHNETteLOae ton Division, -COnducts research and 


development to support identification of pre- and post- 
marketed drugs, as well as the assessment of their potency, 
DuUrvey and. “quan wey. The, Division “also, “controls “the 


distribution of psychoactive. substances to. the Canadian 
research community, and disseminates scientific information on 
Iiwiiere drugs to National Drug Strategy partic pants wae wel 
it is responsible for developing a program in biotechnology to 
Support the evaluation of new drug products. 
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The Drug Toxicology Division conducts toxicological research 
and development to support the assessment of risks to consumers 
associated with the consumption of pharmaceutical products. 
Research projects are undertaken to develop and use both animal 
models and in vitro methods based on micro-organisms or 
mammalian cell cultures in assessing the risk of specific 
drugs. The Division also undertakes studies of the disposition 
(absorption, distribution, metabolism and excretion) of drugs, 
using patients and healthy human volunteers, to advise 
regulatory scientists on aspects of New Drug Submissions and 
Drug Monographs. Lev LeEro vous solucpronadatay sony solid. ora! 
dosage forms are obtained to support regulatory decisions, and 
to correlate with in vivo data where possible. 


The Pharmaceutical Chemistry Division supports the New Drug 
Submission process and the premarketing evaluation of non- 


prescription drugs, through research and development of methods 
and standards for drugs, both synthetic and from plant and 
animal sources, as raw materials and formulations. Sata 
develop methodology for the analysis of veterinary drug 
residues in food for regulatory purposes, and provide expert 
advice on proper regulation of the manufacture, sale and use of 
veterinary drugs for food-producing animals. Its Computer 
Services Sect tons prom kdes secechna cals rsuppork: stow lene 
Directorate’s various computer and informatics projects. 


The -Bvoetet i st4 se aands sEpadenso)oqyes Di vesxom ) pyuovides 
statistical and epidemiological expertise and support to 


Directorate programs, through the evaluation of statistical 
aspects of drug submissions; review and development of 
guidelines and »Standards, “tor statistical content, format, 
methodology and analysis of drug submissions; development of 
viable approaches for post-marketing surveillance and adverse 


reaction programs; design, evaluation and development of 
bioequivalence studies; design, analysis and interpretation of 
laboratory experiments, methodology studies, acceptance 


sampling plans and quality control procedures; and development 
of viable approaches to health risk assessment and management. 


The, Branch.-Biotechnology “Officer ~coordinates <activities 
undertaken by the Drugs Directorate and other directorates 


within the Health Protection Branch, to ensure the efficiency 
of research and regulatory activities related to the 
development of the new biotechnology industry, and to harmonize 
such activities with those of other authorities in Canada and 
abroad. 
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x* The Administrative Officer undertakes a range of personnel, 
financial and general administrative planning and control 


activities im support. Of "Bureau wacel Vi lies. These encompass 
Such areas as statting, staff relations, «classification, scarecy 
and health, financial “budgeting “and “control *maverve. 
management and control, publications management, financial 


management and security. 


At.’ the international level the "Drug Sldentrvircatvon i171 10n 
exchanges scientific information and develops ‘Common’ ~tese 
methodologies and authenticated reference standards with the World 
Health Organization, the Pan American Health Organization, the 
United Nations Division ~of Narcotic. Drugs, “international wean 
national pharmacopeial commissions, and national forensic science 
organizations in’ the United States 7 West Germany, ene Nevner anac, 
and Great Britain. Members of the Drug Toxicology Division 
participate in the International Union of Toxicology, the American 
Acadeny of Allergy “and Immunology; .) the International “Unren. ot 
Immunological Societies, and other professional associations. As 
well, staff from all divisions contribute from’ time “to time to tne 
activities of *“varrous committees “of “the” United =sS cates 
Pharmacopeia. Members of the Pharmaceutical Chemistry Division 
collaborate with the WHO/FAO Codex Committee on Residues of 
Veterinary Drugs in Foods, to establish international standards 
for sampling and analytical methodology for the regulation of drug 
residues in food. Division staff also work with other government 
agencies in Canada and the United States to validate new 
analytical methods and establish official methods, serve as 
officers of the Association of Official Analytical sGhemuste =the 
U.S. Pharmacopeia Committee of Revision, and sit on the editorial 
boards of several international journals. 
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CHAPTER VI 
BUREAU OF HUMAN PRESCRIPTION DRUGS 
Director, “~Gr EY Johnson, Ph.D. 


The Bureau of Human Prescription Drugs is responsible for 
evaluating new prescription drugs before they are introduced in 
Canada for human use, for monitoring these drugs after they enter 
the market, and for participating in a range of other activities 
pertaining to research, drug ‘standards, and ‘advertising: 


Organization 


The Bureau’s six clinical “and pharmaceutical “evaluation divisions 
carry out a common range of activities with respect to specific 
classes of drugs available on prescription or normally prescribed. 
The responsibilities include: 


* Evaluation “oF Mew drugs Tor clinseal trialy” and prier Co 
marketing, in order to ensure safety and effectiveness 


os Provision of expert advice to senior officers within 
Health and Welfare Canada and other government agencies, 
and “Vor “otherv @elaumnivcal “nvestirqators- -iniSinducrry, 
government agencies, and research institutions at the 
national and international levels, with respect to drugs 
that are subject to the Bureau’s regulatory framework 


7 Post-marketing surveillance of prescription drugs 


x Evaluatvon® and ‘authorization ‘ote "prescription drugs for 
emergency release 


* Initiation of research projects, in cooperation with the 
Bureau “or “Drug “Research, non-government research 
instLreutrons; post-secondary institutions and other 


government agencies. 


The Bureau also serves as the secretariat for the Advisory 
Committee on Reproductive Physiology and the Advisory Committee on 
Dermatology, reviews drug-related applications for research grants 
submitted to the Medical Research Council and the National 
Research Council, advised the MRC in the development of its 
Guidelines on Research Involving Human Subjects in 1987, and 
reviews protocols put forward by the National Cancer Institute of 
Canada. 
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The responsibilities of the six divisions and two sections have 
been assigned as follows: 


* 


The Cardiovascular "Division monitors’ drugs “wsed —LOmm@erecar 
cardiovascular and renal disease, including arrhythmias, 
hypertension, angina pectoris, heart failure, renalyecariure 
and peripheral vascular disease. 


The Central Nervous System Division monitors pain control 
arugs, ane lweding.. ehake OG cs, analgesics with no anti- 


inflammatory activity, ineluding all opioid derivatives,» focal 
and systemic anesthetics, anti-epileptics, aANnXVOMVeiGe, 
hypnotic agents, anti-migraine and anti-tinnitus preparations, 
neuroleptics and anti-depressants, neurotropic agents and drugs 
useful in cognitive disorders, anti-motion, anti-nausea and 
anti-vertigo agents, and drugs used to treat neurogenic bladder 
and other rare neurological disorders. 


The Endocrinology, Metabolism and Allergy Division monitors 
drugs used: for the control of diabetes melliatus, | biccd 


cholesterol and lipids, various endocrine and metabolic 
disorders, bone diseases, control of fertility and conception, 
Creatment of . infertility, initiation. or, controls [ob Vaboug- 
induction or prevention of abortion, suppression of lactation, 
therapy of menopause, treatment of skin diseases, 
immunostimulation, immunosuppression, asthma, and rheumatic and 
acbchY 1 taescondi tions. 


The \GCaseco=tmtercolouy, Hematology “and Oncology Division 


monitors drugs used to treat diseases of the esophagus, stomach 
and intestines, Includang «peptic. im lees, intestinal 
inflammations and spastic disorders, some diseases of the 
liver, gall bladder and pancreas, diseases of the blood and 
bleood-forming tissues, including the process of bilcod 
coagulation, chemotherapeutic agents and materials used as 
contrast for x-ray, CAT scan and NMR imaging diagnosis, various 
pathological conditions affecting the skin, eyes, teeth and 
gums, and medical oncology. 


ihe Lufectvon. and -immunglogy= Divisionmgmonitors cuuce= eter 
testing and treatment of diseases or disorders arising from a 


wide. variety of infections, including parasites, 1undi,, muses 
and intermediate organisms, drugs that affect the immune system 
(immunomodulators), and drugs used for disinfectant purposes. 
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The Pharmaceutical Evaluation Division working closely with the 
Clinical divisions, conducts manufacturing and chemistry review 
and evaluation of all drugs within the Bureau’s mandate. i = 
EGSPDONST OI Titices 2hclude ‘advising the. Branch, INAUSTLY, 
regional inspectors and regulatory review committees on matters 
perlLaining . co analytical methodology, Stability “ama 
manufacturing procedures. 


The Bureau's Compliance Section evaluates drug labelling and 
marketing, and regulates imports of drugs deemed to be "not new 
drugs" for use by health professionals. 


The Administrative Officer undertakes a range of personnel, 
financial and general administrative planning and control 


ACCIVAItLieS in tsuppore of ssBurecau; activi ties. These encompass 
such areas as staffing, staff relations, classification, safety 
and health, financial “budgeting, and “control, materiel 
management and control, publications management, financial 


management and security. 
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CHAPTER VII 
BUREAU OF NONPRESCRIPTION DRUGS 
Director: Re le Ferrier, Bxascs Pharm 


The Bureau of Nonprescription Drugs is responsible for assuring 
the safety and effectiveness of nonprescription drugs and 
Gosmetics for human  wse, "and providing | timely “andweaceurave 
information on nonprescription medicinal products and cosmetics 
available in Canada. 


Organization 


The Bureau consists of three divisions, an administrative support 
Unit, and “two stati positions Teporeimg LOrtnesDireec ron. 


* The Drug Evaluation Division reviews New Drug Submissions for 
nonprescription drugs, applications Sfor MCererviicatecw sce 
Registration for Proprietary Medicines, and applications for 
Drug Identification Numbers “for “over-the-counter jdsugs, sco 
ensure the adequacy of manufacturers’ information on safety and 
effectiveness prior to marketing. It also distributes “public 
information, in an effort to prevent imprudent use of drugs for 
self-medication; advises other agencies on potential health 
hagards “associated with particular” “products; advises 
manufacturers on the acceptability of “specific ) aruge, 
authorizes the release of nonprescription drugs under the 
Emergency Drug Regulations; and coordinates the activities of 
the Expert Advisory Committee on Nonprescription Cough and Cold 
Remedies and the Expert Advisory Committee on Amino Acids. 


* The Pharmaceutical Assessment and Cosmetics Division 
establishes standards and specifications for the manufacture 
and control of nonprescription drugs, including the premarket 
evaluation of relevant portions of New Drug and Supplemental 
New Drug Submissions, and applications for Certificates of 
Registration for Proprietary Medicines. and Drug Identification 
Numbers. 


The Division evaluates the safety and efficacy of disinfectants 
for use on inanimate objects in hospitals and in premises where 
food is processed, and reviews labelling for these products. 
it evaluates the safety of cosmetic ingredients and produces, 
including situations representing potential health hazards, 
establishes standards for the manufacture and labelling of 
cosmetics, and manages cosmetic notification activities to 
provide the Branch with data related to the ‘composition of 
marketed cosmetics. The Division also provides advice and 
guidance to the public and industry on issues related to the 
safety and regulation of cosmetics in Canada. 
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* The Product Regulation Division assesses proposed drug 
labelling material before and after product marketing begins, 
to ensure the adequacy of the information presented and verify 
compliance with pertinent legislation. It also reviews radio 
and television advertising prior to broadcast, and monitors 
print publicatwvons andivadvertising following: distribution ito 


confirm compliance with the terms of the Broadcasting Act. To 
assist manufacturers and advertisers in meeting pertinent 
standards, Bie s1b2vas ton J spubsashes *<quidelines, for ethe 


development of labelling and advertising material. 


The Drug Assessment Officer carries out preliminary and special 
evaluations of Proprietary Medicines and applications for Drug 
Identification Numbers, and carries out evaluation projects on new 
and marketed drugs. The Provecte:spectalist ws Jresponsiblie® for 
operational planning and project management, and has coordinated 
the development of national standards for child-resistant and 
security packaging. 


The Administrative Officer undertakes a range of personnel, 
fanancial (yand:liqgenecral)jeadministratvivie: (planning? and! control 
activities in support of Bureau activities. These encompass such 
areas as staffing, staff relations, classification, safety and 
health, financial budgeting and control, materiel management and 
control, publications management, facilities management and 
security. 
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CHAPTER VIII 
BUREAU OF PHARMACEUTICAL SURVEILLANCE 
Director: L.B. Rowsell, B.Sc.Phm. 
The Bureau of Pharmaceutical Surveillance evaluates new drug 


submissions and conducts post-market surveillance for human 
prescription drugs that are subject to comparative bioavailability 


studies instead of clinical trials. It is also responsible for: 
a Developments of (othe? Good)) Manutacturing i s Pract mecs 
Regulations 
x Administration of ‘the, Drug Adverse: “Reaction = Program 


involving responses to approximately 6,000 reports of 
Suspected adverse drug reactions per year 


e Control and appraisal of all incoming drug submissions 
“ Coordination of pharmaceutical market research 
* Evaluation of ‘the manutacturing Hcapacitys Of Satoneign 


pharmaceutical producers 


. Administration of drug notification and the issuance of 
Drug Identification Numbers and GP Numbers 


us Management of a program of risk/benefit analysis of drugs 


The Director of the Bureau is also responsible for the Drug 
Quality Assessment (QUAD) Program of the Health Protection Branch. 


Organization 


The Bureau of Pharmaceutical Surveillance is divided into six 
operational divisions and an Administrative Officer. 


* The Division of Biopharmaceutics Evaluation evaluates new drug 
submissions for substances that would normally be available by 
prescription, for which comparative bioavailability data have 


been provided instead of clinicalwtrial reports. The review 
process aiancludes assessments “of “product ‘chemistry, 
eltfectiveness and safety, as well. as manufacturing 


specifications, labelling and monographs. 


* The Drug Notification Division oversees applications for Drug 
Identification Numbers (DINs) and Numbered Certificates of 
Registration (GP products) . 
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tne Diversion Sor | Geods Manviacturying «Practices “and Oval ty 


Assurance implements pertinent provisions of the Food and Drug 
Regulations and reviews related policy issues, evaluates 
manufacturing practices of foreign pharmaceutical producers, 
administers five bilateral agreements on the exchange of drug 
inspection reports, issues WHO certificates for drug exports, 
retains data on any compulsory licences covered by the Patent 
Act, and deals with general issues related to product quality. 


The Pharmaceutical Market Research Division undertakes studies 
on, “the “economic: aspects: “of drug “Wtilization;,- diagnosis sand 
therapy, gathers: fLinancial® and economic data -to “gauge “the 
impact of drug regulation, and works with other governments to 
collect data on provincial and territorial drug reimbursement 
plans. 


The Product-Related Diseases Division compiles and evaluates 
reports of adverse reactions to all drugs and cosmetics except 
vaccines, ensures timely and appropriate feedback to health 
professionals and pharmaceutical manufacturers, provides advice 
and alerts  CorGmequlakony Brot iacrals concerninga. specific 
pharmaceutical products and chemicals, and ensures transmission 
Cf all pertinent. data #tom the World® Health sOrganizationy Drug 
Monitoring Program. 


The Submission Control Division appraises the acceptability of 


all incoming drug submissions for review, evaluates and 
approves new drug submissions that are cross-referenced to 
marketed drug products, provides research and management 


information support to the drug submission review process. 


The Administrative Officer undertakes a range of personnel, 
financial and general administrative planning and control 
activities in support of Bureau activities. These encompass 
such areas as staffing, staff relations, classification, safety 
and health, Linanc tals budgering, and control. materiel 
management and control, publications management, facilities 
management and security. Additionally, records are maintained 
on manufacturers participating in the QUAD program and on the 
confidentiality agreement under which program information is 
distributed. 
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CHAPTER IX 
BUREAU OF VETERINARY DRUGS 
Director: J.R. Messier, D.M.V. 


The Bureau of Veterinary Drugs is responsible for evaluating new 
drugs for use in animals to ensure that their use will not leave 
harmful residues in food products of animal origin. Staff provide 
regular advice to veterinary practitioners, drug manufacturers 
and investigators of veterinary drugs, and publish warnings and 
advisories when potential hazards are identified. 


Organization 


The Bureau is composed of four divisions, each of which 
contributes to the evaluation of new drug submissions from 
veterinary drug manufacturers who wish to market their products in 
Canada. 


x They Antimicrobial 2~Drugs Division, evaluates: sine « satcuymeanc 
effectiveness of antimicrobial drugs in cooperation with the 


Bureau's Human Safety and Manufacturing and Compliance 
Divisions, establishes directions for the use of approved 
drugs, and maintains contact with Agriculture Canada concerning 
medications that might be added to animal feeds registrable 
under the Feeds Act. 


* The Central Nervous System, Endocrine and Antiparasitice Drugs 


Division evaluates the safety and effectiveness of all 
veterinary drugs but antimicrobials in cooperation with the 
Bureau's Human Safety and Manufacturing and Compliance 
Divisions, establishes directions for the use of approved 
drugs, and maintains contact with Agriculture Canada concerning 
medications that might be added to animal feeds registrable 
under the Feeds Act. 


* The Human Safety Division ensures that human health is not 
endangered by exposure to veterinary drugs during their 
handling and application in animal treatment, or through drug 
residues, an foods of ‘animal ‘origin: The Division evaluates 
data on toxicity and residues of drugs ‘dabelled’ for Usersan 
food-producing animals, establishes restrictions on the use of 
such drugs, determines recommended withholding periods and 
other appropriate warnings to appear on drug labels, and 
establishes tolerance levels for drug residues in foods of 
animal origin where appropriate. The Division also ensures 
that drug manufacturers supply information on methods of 
monitoring drug*residues in foods derived from treated animals. 
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The Manufacturing and Compliance Division evaluates 
manufacturing and control procedures for veterinary drugs, to 
ensure potency, purity and quality. For veterinary medicines 
that are not legally defined as new drugs, the Division also 
revicows applications, for drug identification numbers (DINs), 
and on the suitability of proposed labels. As well, the 
Division monitors advertising, plant inspections, laboratory 
analysis, complaints and recalls of all veterinary drugs, 
establishes standards for the manufacture of medicated feeds 
and for drugs used as medicating feed additives, and keeps 
records “Ob sstheuireceiptiaand «registration, -distraibution, and 
storage of documents and data submitted to the Bureau. 
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CHAPTER X 


DRUG REGULATORY AFFAIRS DIVISION 


Acting Chief "Mob. Carman Kasparek, BuS VPAmMs |. -RePia beep Ce 


The Drug Regulatory Affairs Division coordinates legislative and 
regulatory amendments, as well as Information Letters and other 


medical 


advisories pertaining to drugs and cosmetics. It is also 


responsible for: 


* 


Developing compliance policies, programs and guidelines in 
support of the overall mandate of the Drugs Directorate 


Providing advisory and consultative services to facilitate 
the interpretation and application of the Food and Drugs 
Act and Regulations as they pertain to drugs and 
cosmetics, as well as the ‘Narcotic Control Act and 
Regulations 


Sharing of information with other health agencies” at bocn 
the provincial and international levels, to promote more 
effective regulation of drugs and cosmetics 


Coordinating the Directorate’s response to information 
requests under the Access, to information and PrivacyeAces 


Coordinating preparation of the Drugs Directorate’s 
contribution to Health and Welfare Canada’s Annual 
Regulatory Plan 


Organization 


The Division includes a Chief, four Regulatory Officers and 
Support personnel. 
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CHAPTER XI 
MANAGEMENT AND PROGRAM SERVICES DIVISION 


Director: RR, Richer, BA. 


The Management and Program Services Division brings together all 
the management, planning and administrative functions within the 
Directorate. The Division was established in keeping with the 
Directorate’s three-year action plan to integrate its management 
practices and establish a cohesive administrative management 
framework. The Division includes the Chief Administrative 
Officer. 


Chief Administrative Officer: Dee. ha Lis 


The Chief Administrative Officer coordinates a wide range of 
administrative activities on behalf of management within the 


Durectorate, including personnel, financial and general 
management. These encompass such areas as staffing, staff 
relations, classification, safety and health, financial budgeting 
and control, materiel management and control, production of 
publ acations, facilities management, SeCuriLty,) | and = project 
management. The unit also provides administrative services to the 


Bureau of Veterinary Drugs. 
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CHAPTER XII 
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CHAPTER XIII 


TECHNICAL AND PROFESSIONAL STAFF 


DIRECTOR GENERAL: Pe POMEL Soe Cie wr Melise, Dem Cm fea keswlx, ; 
PR ee wl Ue) 


PROFESSIONAL DEVELOPMENT COORDINATOR: 


Rese oink 


SENIOR CONSULTANT (PHARMACY) : 


N. Donaldson, .Biiswew, BR Peo. BGs 
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BUREAU OF DANGEROUS DRUGS 


DIRECTOR: Wooes beCavyaller,. B.A<> B.Sc ,-(Pharm.. 


D. Boucher, B.Sc.({(Pharm.), D.P.H. 
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DIRECTOR: ie Be Rowsell, Buse. (Phim) 


DIVISION OF BIOPHARMACEUTICS EVALUATION: 


Acting Chief: K.J0, Maichalko,.BeSe.(Phm. )s )PharneD 
Ree a eee 


V. Caron; B.Sc. 
WaM.sNweecchuk- © B Sco Mescw, Lhe 
Me Ward. Bose. 


DRUG NOTIFICATION DIVISION: 


Acting Chie: SmUnaveriy shwe Pharm. 
S. Bedok; Rat. 
S. Durand, B.Sc= (Pharm, ) 
B. Wozny, B.sc. (Chen, ) 


DIVISION OF GOOD MANUFACTURING PRACTICES AND QUALITY ASSURANCE: 
Chief: Ms Hayes, Bese. 


F. Chevalier, B.S.P. 
BP. Emond, B.Sc. , B.aPharm-. 


PHARMACEUTICAL MARKET RESEARCH DIVISION: 
Chver- Pe rlemay, Boe sPhm, Rob, Bish .c he Bae 
Me (Sylvain, Bloc... Mise. Me bpeaAL 
PRODUCT-RELATED DISEASES DIVISION: 
Chief: Ee Napke,) Be sce nM. Dio D. PH. 
S. Ducharme, B.Pharm. 
SUBMISSION CONTROL DIVISION: 
ACting 1Chver: D. Walker, B.Sc.(Phm.) 


Me fhan, B.ce. (Pharm, ) 
M. schwartz, B.Sc.(Pharm.) 


ADMINISTRATIVE OFFICER: P. Barrette 


PAGE 45 


BUREAU OF VETERINARY DRUGS 
DIRECTOR: J.R. Messier, D.M.V. 
Special Projects Officer: 
eave sMongeau bon. > UN Va50 Mey oo 


ANTIMICROBIAL DRUGS DIVISION: 


Chief: DaAy Guandry.7DoM.V. 
Pak. Ben pot tee be SChCAGrIC) . Mann. Voce 
BoSey CVetye Me VeoGe wero. Dp 


Beecom, DeM Vv. Moe. 
JRO DO;. DENN.) Die Var sh: 
oo. Malike “Bavcsc. and A.Na = MSE. 0D). 
Me Scr vene De 
Veber charmae Baveoc. and SAH. JM aoc. bs 
Ae ieeoWwARTI awh vite © Vee wo Ou! bile Dea 
Dipte Ace aM. 


nwa 


CENTRAL NERVOUS SYSTEM, ENDOCRINE AND 
ANTIPARASITIC DRUGS DIVISION: 


Chief: W.G. Drennan, D-V.s/M.., M.Sc. 
Bop. ebabrece ep iav aM. 
JeArGe ae lanenard.. sD aM. Vi MOC a Dt Dear 
Mas Haydon, (D.M.V- 
G. Speckmann, D.V.M., Dr. med. vet. 


HUMAN SAFETY DIVISION: 
Acting Chief: Mas. Yong, Bcc... Moc, Fn. » Dapte eA soe... 


Daw Alvexander,, Busc., Mase. Bev.M. 

DVR. Casorco, (8.0. Aq, My6, Ay, D2 V.M., 
Phe, stack Gays 

Chopra, Bove SO. and vA ne SMSC. Ph.Ds 

Lambert... DaVveM., Macc... Phd. 

Mm. Sharma. BeVeoC. plas. 7 en. De 

Wiehancy Day Co eiiey we ioe 


rDaAN 


MANUFACTURING AND COMPLIANCE DIVISION: 


Chief: GJE. Brocks, B.sc.rhm., M7sc.Phm, 


Mow. Crocker, Bosc. 
bb, Galand,, Bosc. Ee 
S 


: Mai. eb es. We 
WiA. McWilliam, B.S.A. 


PAGE 46 
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